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LG237386 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAl - ™ 


POLYM-BACITRACIN-NEOM. 1L (BG) 1MU-100KU-0.2GM/L IRRIGATION S 


0 

Flavor: 

Description: 

Quantity made: 36000 ML 


\Ai- 


Batch yield: 36,000.000 
Qty remaining: 36,000.000 

Pricing < 


Date made: 7/11/2012 
Lot number: 0711 201 2@57 

Beyond use date: September 9, 2012 11:04 AM 

60 days after compounding date 

Pharmacist: GC 

Technician: DANIEL CLIFFORD ~ 

NDC1: 

Packaging: 

Equipment: 

Labeling: REFRIGERATE 
Stability information: 

Chemicals % $ch. 

1 POLYMYXIN B SULFATE^d64513NtTS/MG) 9400UMG F - 

Lot#>**&54ffi; — ~ j Mfg; M EDI SC A 

ChaxnicaLCo^-l * Volume: Potency: 

Bsl.no* ^ l ^ 5 ' /A 

2 NEOMYCl£L$yLFATE MICRONIZED PC - 

Mfg: MEDISCA 

Chemical Cods: L Volume-..-.., /Potency: 

Balance: C>*° ) 


Estimated 

Ingredient 

Device 

Time 



07-10-12 A 1 1 : 3 9 OUT 



L i win 


?7tvrr 

JM CHLORIDE 0.9%- 
jSU&ir — 

Chemical Cole? , , 

Balance: [ b 


Quantity used 

A*3r?itfr GK7l 

Exp. date: 

QS anoj^l^ 

403O3T 
Exp. date: 

QS amt^r 


3 SODIUM CHLORIDE 0.9%-(PF) 1000ML INJ L 

Lot UJ9I65T Mfg: HOSPIRA 

Volume: Potency: 



01/13/2009 


AWP: $0.00 

0.000295 GM or 0.0295% 
ChemlnvID; 149 


4 BAC1TRACIN<78.0 \JI 
Lot#: 79465/A 

Chemical 

Balance: 



TERILE POWDER^OTG F 
Mfg: 

Volume: Potency: 


36000 ML ’IT" $36.00 

Exp. date: Whlsr: HOSPIRA 

QS amoiftrt^/ I / M AWP: 

C/ 1 ' ' Each ML contains 1 ML or 100% 

NDC: 0409-7983-09 ChemlnvID: 0 

■46rT532“Gfflr JQ $0.00 

Exp. date: 4/30/20H/ Whlsr: MEDISCA 

QS amount: AWP: 

Each ML contains 0.0013 GM or 0.13% 
NDC: 38779-001 5-OS ChemlnvID: 0 

(Added all GM & GMS: 61.74) $56.15 

Log Instructions & Notes 

Originally made as: 36000 POLYM-BACITRACIN-NEOM. 1L (BG) 1MU-100KU-O.2GM/L IRRIGATION S 
Calculated lot number: 071 1201 2@57 Beyondjjse_dateL9/9/ZQ12 
FORMULA INSTRUCTIONS:, — ‘ — 


SOUTHERN MARYLAND HOSPITAL - 1L BAGS ZEBRA BAR CODE- QflflinftnntaR 


THIS FORMULATION IS N STERLLE FORMULA 770MAUD MUST BE MADE BY 
APPROPRIATELY TRAINED I N ASEPTIC TECHNIQUE. 


FACILITY NAME: 


QUANTITY: 




Southern Maryland Hospital 

Polymyxin B 1MU 
Bacitracin 100 KU 
Neomycin 0.2 Gm 

in lOOOmL 0.9% Sodium Chloride 
For Irrigation Only^ 

Lot # 071 12012 @ 37V/' V^S 



BAG SIZE: l DO 0"LAw( 

Date entered: 7/11/2012 11:04:33 AM 
Checked by: 


Last modified: 7/11/20 


11/201 


Ml: 04:41 AN 
Da 

01-** 


Exp Date:09/09/2012 

Use as Diieciefl. Rx Only. Protect Irom Reeling. 

REFRIGERATE 


tr 


697 Waverly Street 
Framingham, MA 
800-994-6322 



Jiumwiiii 

99910000035 
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POLYM-BACITRACIN-NEOM. 1L (BG) y 1MU-100KU-0.2GM/L IRRIGATION S 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 


Flavor: 

Description: 


Quantity made: 36000 ML 


Batch yield: 36,000.000 
Qty remaining: 36,000.000 


Schedule: Active 0 

Formula 10:7156 

PCCA ID; Lo 9 ID: 237386 

Route of admin: 


LOTrS 


IC-/0 O-JT 03-0/ -pv. 

BAG LOT# 1 7 ' r 

CALIBRATION VERIFICATION: 



Pharmacist Signature 


BEAKER 

BAXA-PUMP 

1 L 0.9% SALINE FOR IRRIGATION. 
NALGENE1L 


‘POLYMYXIN & BACITRACIN U/MG WILL CHANGE WITH EACH LOT. MAKE SURE OF ASSAY PRIOR TO WEIGHING' 
•"" ^^ NEOMYCIN CHECK C OF A CURRENT CONCENTRATION IS 0.679MG/MG~~*~~*^ 


STERIVEX™ - GP 0.22um FILTER UNIT 

For Sterilizing Aqueous Solutions 

Cat. No.: SVGPL10RC 
Lot No.: 412B2891 
Contents: 1 Filter Unit 
Ster. Date: FEB 2012 

Exp. Date: FEB 2015 / 

I 6969 


MILLIPORE 

Millipore Corporation, Billerica, MA 01821 
103674 REV, 05/08 Made ir, IAS.A. 


Dateentered: 7/11/2012 11:04:33 AM Last modified: 7/11/2012 11:04/41 AM by: LAB 
Checked by: 0ate: 1 
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POLYM-BACITRACIN-NEOM. 1L (BG) 1MU-100KU-0.2GM/L IRRIGATION S 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph.800-994-6322 


Flavor: 

Description: 

Quantity made: 36000 ML 


Batch yield: 36,000.000 
Qty remaining: 36,000.000 


. 1 

• 

. A 

B 

. c 

CHEMICAL 

QTY/VOL 

QTY/ML 

FINAL VOL 

(add 50ml to 
required wl) 

POLYMYXIN 

1MU/20ML 

50KU/ML 

^90 wu 

BACITRACIN 

100KU/20ML 

5KU/ML 


NEOMYCIN 

0.2GM/20ML 

0.01GM/ML 



Schedule: 

PCCA ID: 
Route of admin: 


ActiveX 
Formula ID; 7156 
Log ID: 237386 


CURRENT TOTAL 
ACTIVITY* AMOUNT 

7i 




->/ @J 


* Obtain activity printed on drug container 

STEPS 


B x C = E 

D 


1 ) TAKE COLUMN A AND DIVIDE BY THE VOLUME OF 
ADMIX PER BAG (EX: 1MU / 8220 U/MG= 121.65MG) 

2) FINAL VOL (C)= MULTIPLY THE VOLUME OF ADMIX 
PER BAG BY THE NUMBER OF UNITS AND ADD 50 
MLS (EX: 20ML/PER BAGX 24 BAGS + 50ML = 530ML) 

3) TAKE COLUMN C AND MULTIPLY BY COLUMN B, 
THEN DIVIDE BY COLUMN D. 

4) TOTAL AMOUNT IS THE FINAL PRODUCT OF STEP 3. 


Ul j 


1) USE PROPER ASEPTIC TECHNIQUE TO ADD APPROPRIATE SIZE BAGS TO CLASS-1 0 ANTECHAMBER. 

2) WEIGH ACTIVE POWDERS 

3) MAKE A CONCENTRATE OF (1 MU-1 00KU-0.2GM/ 20ML ) ORAPPROPRIA TECONCENTRA TIONAS DETERMfNED BY PHARMACISTS 
APPROPRIATE SIZE BEAKER. SOLUTION . 


A) 0.22M FILTER THRU NALGENE 1 L FILTER FLASK, 

5) CALIBRATE PUMP AND ASEPTICALLY ADD-M^OML^O EACH 1 L SALINE 03% BAGS . 

6) SEAL BAGS/ LABELS REFRIGERATE 

****MUSTBE FEDEX COLD-SHIPPED LIMIT TIME AT ROOM TEMPERATURE ” ™ " " 


1) BAG/BOTTLE COUNT; ^ 
(CLEANROOM) { j 

Date entered: 7/11/2012 imMN 
Checked by: / ^~rC| 


/ (NON-STERILE) 

sTroddified; 7/11/2012 11:04:41 AM 
I II A vC) Date: 


j P N - !4M 9 | 

If N ^ 13,249 q I 

I N y $ 38,461 % J 

wi N 224 g 

j Vt\r 1 

9 CL 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph, 800-994-6322 


POLYM-BACITRACIN-NEOM. 1L (BG) 1MU-100KU-O.2GM/L IRRIGATION S 


0 

Flavor: 

Description: 

Quantity made: 36000 ML 

# 


Schedule: Active [71 

Formula ID: 7156 

Batch yield: 36,000.000 PCCA ID: L °9 ID: 237386 

Qty remaining: 36,000.000 Route of admin: 

# 


RPH/TECH A& 


RPH/TECH. 


2) LABEL CHECK; 
CLEANROOM RPH_ 


Date entered: 7/11/201 2 1 1 :04:33 AM 
Checked by: 


Last modified: 7/1 1/2012 1 1 ;Q-f:41 AM by: LAB 

Date: O’ 7 / /■>/ te. 






J 
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ARL 


ANALYTICAL RESEARCH LABORATORIES ,.*> 


840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 

PHONE (405)271-1144 y* 




4 


FAX (405) 271-1174 


Certificate Of Analysis 

CLIENT: New England Compounding Center-MA 


Of 


V*' 


aM tL & '' o0 ° 


ARL #: 181331-01 

LOT #: 071 1201 2@57 ■ ^ 

DESCRIPTION: Polym-Bacitracin-Neom 1L (BG) lMU-100KU-0.2gm/L J 

DATE RECEIVED: 07/13/2012 

STORAGE: 2°C to 8°C (35,6°F to46.4°F) 

CONTAINER: Two 3 ml syringes 


r* 


:u 


Analyte / Specifications 

Expected 

Amount 

Units 

Results 

% 

Of EXP. 

Test 

Method 

Date 

Tested 

Polymyxin B Sulfate 

Specifications = 90% - 110% 

1000000 

U/L 

7242143.270 

724.2% 

HPLC 

7/16/2012 

Bacitracin 

Specifications = 90%-110% 

100000 

U/L 

5519009 

5519.0% 

HPLC 

7/18/2012 

Neomycin Trisulfate 

Specifications * 90% - 110% 

0.2 

g/L’ 

2.159 

1079.5% 

HPLC 

7/16/2012 



Alex Tang - Laboratory Supervisor 


07/18/2012 
Date Reported 


ARL Form QUF-078-V4 03/05/2010 


, _ ^ f liOOOU I t« L ) 

i ' ca,u/3 " L T^l 

/^oh aob 


Results reported above relate only to the sample that was tested. 
Page 1 of 2 
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ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271-1174 

Microbiology Report 

C L I E NT: New England Compounding Center-MA 


ARL #: 181331-01 

LOT #: 07112012@57 

DESCRIPTION: Polym-Bacitracin-Neom 1L (BG) lMU-100KU-0.2gm/L 

DATE RECEIVED: 07/13/2012 

STORAGE: 2°C to 8°C (35.6°F to 46.4°F) 

CONTAINER: Two 3 ml syringes 


ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Sterility (‘Preliminary*} 

Sterile/ Not Sterile 

Sterile 

USP 71 

07/13/2012 

Endotoxin 

No USP Limit 

<4.0 EU/mL 

USP 85 

07/17/2012 


Sterility - This preliminary report was issued after approximately 72 hours of incubation. In accordance with the USP guidelines, the samples will be 
incubated for 14 days; if there is any change in the sample a supplemental report wilt be issued 

Fungal - This preliminary report was issued after 4-5 days of incubation. In accordance with the USP guidelines, the samples will be incubated for 14 
days; if there is any change in the sample a supplemental report will be issued. 

Endotoxin - To calculate the endotoxin limit use the following formulae; EL - K/M where K = tolerance limit (EU/kg) and M - Maximum dose/kg/hour 
or Maximum dose/kg 

Parenteral: K is 5 EU/kg for any route of administration / Intrathecal : K h 0.2 EU/kg body weight) 

Radiopharmaceutical parenteral: K is 175/V or Intrathecal radiopharmaceuticals: K is I4/V , where Vis the maximum recommended dose in mL. 

Dermal Application: K/M, where K = 5 EU/kg and M is the ( maximum dose/m2/hour * 1,80 m2)/70 Kg. 



07/17/2012 


Amar Arafat - Microbiologist 


Date Reported arl Form quf-978-v4 03/05/2010 


Results reported above relate only to the sample that was tested 

Page 2 of 2 
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POLYM-BACITRAC 60ML (SYR) 3MU-300KU-60ML IRRIGATION S 

Flavor: PCCA ID: Schedule: 

CALCULATIONS 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 800-994-6322 



A 

B 

c 

D 

E 

CHEMICAL 

QTY/VOL 

QTY/ML 

FINAL VOL 

(add 50ml to 
required vol) 

CURRENT 

ACTIVITY* 

TOTAL 

AMOUNT 

POLYMYXIF^ 

^1.5MU/)oML 

50KU/ML 




BACITRACIN^ 

^0KU^))ML 

5KU/ML 





* Obtain activity printed on drug container 


STEPS So 



B x. C = E 

D 


KAj2 


1 ) CONVERT UNITS TO MIJ/LIGRAMS (EX: 1 MU / 8220 U/MG = 
12 1.65 MG) 

2) DIVIDE AMOUNT GRAMS BY VOLUME OF ADMIXING, TO 
ESTABLISH CONCENTARTION PER MILLILITER (EX: 

121 .65MG/20ML = 6. 1 MG/ML) 

3) MULTIPLY THAT CONCENTATION BY FINAL VOLUME, 
REMEMBER TO ADD EXTRA 50ML TO FINAL VOLUME FOR 
POTENTIAL LOSS (EX: 0.006 1GM/ML X 530ML = 3.233GM) 

4) TOTAL AMOUNT IS THE FINAL PRODUCT OF STEP 3. 

1) USE PROPER ASEPTIC TECHNIQUE TO ADD APPROPRIATE SIZE BAGS TO CLASS-10 ANTECHAMBER. 

2) WEIGH ACTIVE POWDERS.. .MUST APPLY CONVERSION FACTOR TO GENTAMYCIN*' 


/ER|ipM 


3) MAKE A CONCENTRATE OF ((1 .SMU -1 50 J£U/ 60ML ) WITH STERILE WATEROR APPROPRIATE CONCENTRA TION AS 
DETERMINED BY PHARMACIST^ AFPKUPffiATE SIZE BEAKERSOLUTION iF IT IS EASIER FOR SOME REASON TO MAKE THE TWO 
ACTIVES AS SEPERATE SOLUTIONS POLYMYXIN 1.5MU/30ML + BACITRACIN 150KU/30ML THEN DO SO. 

4) 0.22M FILTER THRU NALGENE 1 L FILTER FLASK OR OTHER FILTRATION METHOD IF APPROPRIATE 

5) CALIBRATE PUMP AND ASEPTICALLY ADD ( 6 0ML ) TO EACH 60ML SYRINGE + ADD TAMPER EVIDENT CAP 

6) LABEU REFRIGERATE 

****MUST BE FEDEX COLD-SHIPPED .LIMIT TIME AT ROOM TEMPERATURE******************"*** 


1) SYRINGE COUNT: 
(CLEANROOM) 

# 

RPH/TECH 

2) LABEL CHECK: 


(NON-STERILE) 

# 

RPH/TECH 


This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR. j 

PK Softvwv, Inc. 

A 

174755 34 23 001166 
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Formula Worksheet (plain) 
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POLYM-BACITRAC 60ML (SYR) 3MU-300KU-60ML IRRIGATION S 
Flavor: 

CLEANROOM RPH 

Note: 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph. 600-994-6322 


PCCA ID: Schedule: 



This formula is a trade secret of NEW ENGLAND COMPOUNDING CTR . 

PK Software, Inc. 
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